A INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NFf Formulas « PhytoPharmica &
Tyler Encapsulations - Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Chal!enger Drwe, Green Bay, Wl 54311 8328
1 5) NZYM ATIC THER APY - Wilsonvilie, OR 97070 P:920.469.1313 - F: 888.570.6460 (Enzymatic)

R P: .582. - Fj . : 469. « Fr

. - 503.582 83863 ngﬁs 5825394675;’3\?5 12 p.ggg?:;}‘:} 9099 = F: 920.469.4418 (Phyto)
WhatBelTef'feeLvlike."‘

——————

December 22, 2005

Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition

Food and Drug Administration

5100 Paint Branch Parkway :

College Park, MD 20740 LR I

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

BlOO Energy Improve your mood* | Thiamin (as thiamine mononitrate), Riboflavin, Niacin
Complex* (as niacinamide), Vitamin B-6 (as pyridoxine
hydrochloride), Folic Acid, Vitamin B-12 (as
cyancobalamin), Biotin, Pantothenic Acid (as calcium
pantothenate), Choline Bitartrate, Inositol, Para-
aminobenzoic acid

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading. .

. gl

Robert Daster
Title: Senior Vice President of Scientific Affairs

Date: {2 / 271/0.(

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608,

WLl Pl

Michael P. Devereux
Chief Operations Officer

975 0162 LET /7/%5




) INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas - PhytoPharmica &
Tyler Encapsu!at;ons ~ Vltahne Formulas PHYTOP"ARM'CA’
9755 SW Cornmerce Circle, Suite B2 825 Chaﬂenger Dnve Green Bay, Wl 54311 8328
ENZYMATIC THEBADY Wilsonville, OR 97070 P: 920.469.1313 ~ F: 888.570.6460 (Enzymatic)
e o m P P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Better  feels like™
——————
December 21, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g}(1XC) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

B100 Energy Increase your energy* Thiamin (as thiamine mononitrate), Riboflavin,
Complex* Niacin (as niacinamide), Vitamin B-6 (as
pyridoxine hydrochloride), Folic Acid, Vitamin B-
12 (as cyancobalamin), Biotin, Pantothenic Acid (as
calcium pantothenate), Choline Bitartrate, Inositol,
Para-aminobenzoic acid

I certify that the information contained in this notice is complete and accurate and that Enzymanc Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

N P00

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: (& /24 /0{

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sinmj p \\,LULAA«?&

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas » PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas P"YTOPHARM'CA'
97535 SW Commerce Circle, Suite B2 825 Chaﬂenger Dnve, Green Bay, Wi 54311 -8328
ENZYM ATIC THEBAPY Wilsonville, OR 97070 P:920.469.1313 « F: 888.570.6460 (Enzymatic)
. P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 -+ F: 920.469.4418 (Phyto)
woat Better jeels tive:
p————
December 21, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway
College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act anid comply with section 403(x)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

(3% . LA e e ;
B100 Energy Reduce your stress* Thiamin (as thiamine mononitrate), Riboflavin,
Complex* Niacin (as niacinamide), Vitamin B-6 (as
pyridoxine hydrochloride), Folic Acid, Vitamin B-
12 (as cyancobalamin), Biotin, Pantothenic Acid (as
calcium pantothenate), Choline Bitartrate, Inositol,
Para-aminoberizoic acid

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthfu! and pot misleading,

Afodd.

Robert Doster 4
Title: Senior Vice President of Scientific Affairs

Date: /b/&l /0 s

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Michael P. Devereux
Chief Operations Officer




. INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas - PhytoPharmica -&
Tyier Encapsulat:ons « Vitaline Formulas . PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drwe, Green Bay, Wl 5431 1-8328
ENZYM ATIC THEBAPY Wilsonvitie, OR 97070 P: 920.469.1313 < F: 888.570.6460 (Enzymatic)
O I T R P: 503.582.8386. « F: 503.582.0467 P: 920.469.9099 -~ F: 920.469.4418 (Phyto)

What Better  feels like™
a————

December 21, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc, wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

B ] 00 Energy Supports serotonin levels to Thlamm' (as thiamine mononitrate), Rlboﬂavm
Complex* resist the effects of stress™® Niacin (as niacinamide), Vitamin B-6 (as
pyridoxine hydrochloride), Folic Acid, Vitamin B-
12 (as cyancobalamin), Biotin, Pantothenic Acid (as
calcinm pantothenate), Choline Bitartrate, Inositol,
Para-aminobenzoic acid

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

LLa0i4 ;

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ] b/&l /0;

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. :

Michael P. Devereux
Chief Operations Officer




. INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

L NF Formulas + PhytoPharmica : & .
Tyler Encapsulat»ons Vlta!me Formuias P“"TOP"ARM'CA
9755 SW Cornmerce Circle, Suite B2 825 Chaﬂenger Dnve, Green Bay, Wi 54311—8328
ENZYM ATIC THERADY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
N T T & p g P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)
What Better feeis tike”
——
December 21, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g){(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

B100 Energy Thiamin is necessary for carbohydrate Thlamm (as thiamine monomtrate)
Complex* and sugar metabolism. Because of its
involvement in the synthesis of
acetylcholine, supplemental thiamin helps
support healthy neurotransmitter
balance.*

T certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Lugodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: jb/Z//D.{

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Michael P. Devereux
Chief Operations Officer




. INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas ~ PhytoPharmica &
Tyler Encapsulations » Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 8235 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERAPY Wilsonville, OR -97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
e DL TR E AT LD P: 503,582.8386 « F: 503.582.0467 P: 920.469.9099 ~ F: 920.469.4418 (Phyto)

Wwrat Better feels tike”
A——————

December 21, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS §10

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1){C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

P

“Riboflavin is invoived in the metabolism
of fats, proteins, and carbohydrates. It is
crucial for the production of energy.*

'B100 Energy
Complex*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthfil and not misleading.

Lug0g4

Robert Doster ,
Title: Senior Vice President of Scientific Affairs

By:

Date: I}/Zl /0{

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. ’

Michael P. Devereux
Chief Operations Officer




- INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas + PhytoPharmica ‘ & .
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA
9755 $W Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERADY Wilsonvifle, OR' 87070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
R P: 503.582.8386 « F: 503.582.0467 | P:920.469.9099 s F:920.469.4418 (Phyto)
what Better feels tike” '
—————.
December 21, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810
Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740
RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

ine

Vitamin B-6 (as pyridox
hydrochloride)

B100 Energy Pyridoxine plays an important role in

Complex* tryptophan metabolism, increasing the .
production of 5-HTP, a precursor of
serotonin.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading,

Lugodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /2/2! /D 'Y

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. :

WM@%

Michael P. Devereux
Chief Operations Officer




4 INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"

NF Formulas « PhytoPharmica & .

Tyler Encapsulatsons “ Vltalme Formulas PHYTOPHARM'CA
9755 SW Commerce Circle, Suite BZ 825 Challenger Dnve, Green Bay, Wl 54311 8328
ENZYMATIC THERA]_)Y Wwilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)

[T P: 503.582.8386 - F: 503.582.0467 - P: 920.469.9099 : F: 920.469.4418 (Phyto)
WhatBetter feels like!
——
December 22, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 8§10

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(x)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

"B100 Energy Supplementanon can help promote a " | Folic Acid
Complex* positive mood. *

1 certify that the information contained in this notice is complete and accurate and that Enzymatlc Therapy, Inc. has

substantzanm &frmts arc truthful and not misleading.

By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: (2 /ZvZ- /0{

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely, &"

Michael P. Devereux
Chief Operations Officer




ENZYMATIC THERAPY

SRRl S N

! INTEGRATIVE THERAPEUTICS INC."
NF Formulas « PhytoPharmica
Tyler Encapsulat;ons V:tahne Formuias

9755 SW Commerce C:rde, Su!te B2
Wiisonvitie, OR 97070
P: 503.582.8386 « F: 503.582.0467

What Belter jeels e
—————

December 22, 2005

R | T‘IA.] e

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

ENZYMATIC THERAPY*
&
PHYTOPHARMICA®

825 Challenger Drive, Green Bay, Wil 54311-8328
P: 92\0.465&1 313 < F: 888.570.6460 (Enzymatic)
P: 920.469.9099 - F: 920.469.4418 (Phyto)

This letter is to notify you that the following produet is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
In nature.

B 1 00 Energy
Complex*

Supplementatxon can rcduce
homocysteine, which has positive
implications for serotonin levels.*

Vitamin B

12 (as cyancobalarrun)

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has

substantiation that the statefxfnts are truthful and not misleading.

Robert Doster
Title: Senior Vice President of Scientific Affairs

125z los

By:

Date:

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at

(920) 406-3608.

Sincerely,

Wf\ww%

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY*
NF Formulas - PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas . PHYTOPHARMICA®
9755 SW Cammerce Circle, Suite B2 825 Chaﬂenger Dnve, Green Bay, WI 5431 1—8328
ENZYM ATIC THERAPY . Wilsonvilie, OR 97070 'P:920.469.1313 ~ F: 888.570.6460 (Enzymatic)
I R P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
WbarBetter  foels ke ’
ap——
December 22, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Chalienger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201{g)(1}C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

B100 Energy thamm Bl2is 1mportam for the health of

Vitamin B-1. ( cyancobalamin)
Complex* nervous systen cells.* ]

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading,

T el

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /L/ZZ/O.(

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Tt P Jpnsp

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF-Formulas « PhytoPharmica . &
Tyler Encapsuiations e Vita!ine Formu%as PHYTOPHARMICA®
9755 SW Cnmmefce Circle, Suite B2 825 Chaﬂenger Dnve, Green Bay, Wl 5431 1-8328
ENZYMATIC THE BAPY insonv:ile, ‘OR 97070 P: 920.469.1313 ¢ F: 888.570.6460 (Enzymatic)
TR T B ST B T P: 503.582.8386 - F:503.582.0467 P: 920.469.9099 «+ F: 920.469.4418 (Phyto)

what Belter eis tike”
————

December 22, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HI'S 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(x)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are

not necessarily for a product we currently miarket or plan to market in the immediate future, and may be exploratory -
in nature.

Folic Acid, Vitarmin B-12 (as
cyancobalamin}

B100 Energy In combination with folic acid, vitamin
Complex* B12 supplementation can improve
mood, * /

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiaw (ixe itifmems are truthful and not misleading.
By

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /7’/22 /0{

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Ikt P

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica & .

Tyter Encapsu!ahons ¢ Vitalme Formuias ' PHRYTOPHARMICA
9755 swW Ccmmerce Circle, Sutte BZ 825 Cha!lenger Dnve, Green Bay, WI 5431 1-8328
ENZYPIATIC THED A p'i? Wilsonville, OR 97070 P:920.469.1313 « F: 888.570.6460 (Enzymauc;

e E e et O ‘ P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099. . F: 920.469.4418 (Phyto)
Woar Better feets live”
A—————

December 22, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currenily market or plan to market in the immediate future, and may be exploratory
in nature.

B 100 Enéfgy Inosxtol éx;i)poljts healthy nerve cell
Complex* transmission.*

Inositol

I certify that the information contained in this notice is complete and accurate and that Enzyma’ac Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

 udegd

Robert Doster
Title: Senior Vice President of Scientific Affairs

pate: 22208

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

Michael P. Devereux :
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas - PhytoPharmica ' &
Tyler Encapsulations - Vitaline Formulas P"VTOP"ARMK‘\'
9755 SW Commerce Circle, Suite B2 825 Chalienger Dnve Green Bay, Wl 5431 1 -8328
ENZYM ATIC THER ApY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
o mm ey e P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
WbatBetterfeezs ke’
December 22, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nuirition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product-is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

R@D‘E’GT NAME’ ’

B100 Energy Tnositol has also been studierj for its Inos -
Complex* positive effects on mood, memory,

attention, and focus.*

[ certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

g0

Robert Doster
Title: Senior Vice President of Scientific Affan's

Date: /2 /Z‘Z» /05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

P fonp

1 P. Devereux
Chxef Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY'

NF Formulas « PhytoPharmica &
Tyler Encapsulatsons W Vltalme Formulas PHYTOPHARMICA®
9755 SW Commerce Clrcle, Suite B2 825 Challenger Dnve, Green Bay, Wl 54311 8328
ENZYMATIC THERAPY ~ Wilsonville, OR 97070 P: 920.469.1313 « F; 888.570.6460 (Enzymatic)
Y P P: 503.582.8386 . F: 503.582.0467 P: 920.469.9099 - F: 920.469,4418 (Phyto)

woat Better feets tike”
December 22, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)}(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

B100 Energy\ “TPABA may incrézlse oxyg;n uptake at the | Para-Aminobenzoic Acid '

Complex* tissue level. *

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Lgedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: {2-/2 2—/0{

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely, P &)ﬂ

Michael P. Devereux
Chief Operations Officer




